% N Adjuvant therapy with autologous dendritic cell (DC) vaccine based on cancer-testis antigens (CaTeVac)
9 in melanoma patients

Aleksei V. Novik, Irina A. Baldueva, Tatyana L. Nehaeva, Svetlana A. Protsenko S., Anna B. Danilova, Nino P. Pipia, Natalia V. Olisova, Miroslava V. Kornienko, Tatyana A. Danilova

N.N. Petrov Research Institute of Oncology, St. Petersburg, Russian Federation
BACKGROUND: \

Production RESULTS

Obtaining of the characterized \

Interferon-alfa (IFN) is still a standard and most widely used cellculture Survival CaTeVAC
adjuvant therapy for patients with skin melanoma. Nevertheless, m Zﬁ‘;!::‘{:;?s'iﬁ;f;’;,‘,“gi,'j;t:;'i’:;.ow TTP median. mo 114 69 0097
the efficacy of this approach is doubtful despite decades of clinical r:sect'on — ';";ff;tz‘f:oﬂr:g‘;:‘g":gzvth g g ' g ’ ’
trials. CaTeVac is autologous DC, derived from peripheral O umor sample \Numorcell lysate preparation 2-year (2Y) TTP, % 42 17
mononuclear ce.IIs of jche patient, Ioa.ded with lysate c?f allqgenic 5-year (5Y) TTP, % 35 0
melanoma cell lines with high expression of cancer-testis antigens.
We compared cohort of patients receiving adjuvant therapy with Relative risk of progression in 2 years (95% Cl) 0,74 (0,57-0,96) 1
CaTe'Vac with'a cohort. of consecgtive patients in our f:enter who Jo — 0S median, mo Not reached 61.5 0.635
received IFN in the adjuvant setting. Here we report first survival fv;;natioﬂ Cryoconservation
analysis for this study. - 2-year (2Y) OS, % 71 83
MATHERIALS AND METHODS r 5-year (5Y) OS, % 58 54
Main Inclusion criteria : li —
* Age>16y.0. DC differentiation from ;
* Morphologically verified cutaneous melanoma [PBMC °bta'"'"g] {peripheral mononuclearceIIS] [Cma mmarie Dc] .
* Completed radical surgery 45 days before vaccination start in vitro Time to Progression ; Overall Survival N
* Signed Inform Consent Form s _2p . 2 9y oy | Oboanaene " ' oY cateva:
* Adequate liver, kidney and bone marrow function P atient’s Cham“er Istics 1 : e cansored e as cenaored
* No evidence of uncontrolled comorbidities Characteristic CaTeVac - ieensores 0
* No concomitant immunosuppressive drugs N=48 _ 5 . _ :
*No other anticancer therapy allowed % 2 o6 L e
Study design Sex: male 47.9% 32% 0.192 A N S SO s S
Age: mean 53 49 0.205 "é E 047 P
IFN 1 year Primary range 16-85 23-77 ' 3 . . o
Mo Endpoint: Ulceration present 59.4% 71.4% 0.444 02- 1. | 02
° T t : :
'METO 1l Nodes positive 93% 75% 0.032
: - progression | .
Patients wit , Stage (UICC TNM v.7 . . | . .
completely dppUOl:\S :s;opr(])?:tr! 11| 8 ( ) 0 28 0.001 ,n'n SDIZII,DD mnil_l?:n ) d;snsllj,nn znn'n,nn zsnllzl,nn ,n'n mnllj,nn y ::u'n,:i 5 3001'::,00 4|:u:|||:|,nn
resected eon « Overall 1 79.2 68 ' - -
melanoma WIET ENE Survival \Y 20.8 4
N=90 patient « Toxicity CONCLUSION
* Biomarkers Dosmg - : : N : : : :
CaTeVac for 1 year* for CaTeVac Rather promising results received in our study justify performing of randomized trials with CaTeVac
N=48 N and IFN in adjuvant setting for patients with melanoma.
CaTeVac - 5-15*10° mature DC cells: 48
CaTeVac Therapy Plan IEN: Presenter Download pOSter
——, 1| *Allowed continuation | | ¢ High Dose: 2 Poster 1146-PD
Planned Period [[| when patient insists . Low Dose (3-5 MIU): 36
v Ec C St CEsC St ot z o : e 3t . e . .
E 113 AI: 69 [13 F’%f;n 1527647176 88J100[T28[154] | | Dose escalation to until maximum tolerated dose achieved: 4 , Copies of this poster obtained through QR (Quick
| T freprray T —— 27— 3% vear Time to progression (TTP) — from surgery to the first signs of disease ¥ Response) code are for personal use only and may not be
, progression or death from disease progression. Aleksei Novik . : .
Cyclophosphamide 300 mg intravenous 3 days before vaccination Overall survival (OS) — from surgery to death from any cause. anovik@list.ru reproduced without written permission of the authors




